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(9) Packing means placing food into a
container other than packaging the
food.

(10) Restaurant means a facility that
prepares and sells food directly to con-
sumers for immediate consumption.

“Restaurant’” does not include facili-
ties that provide food to interstate
conveyances, central kitchens, and

other similar facilities that do not pre-
pare and serve food directly to con-
sumers.

(i) Entities in which food is provided
to humans, such as cafeterias,
lunchrooms, cafes, bistros, fast food es-
tablishments, food stands, saloons, tav-
erns, bars, lounges, catering facilities,
hospital kitchens, day care Kitchens,
and nursing home kitchens are res-
taurants; and

(ii) Pet shelters, kennels, and veteri-
nary facilities in which food is pro-
vided to animals are restaurants.

(11) Retail food establishment means an
establishment that sells food products
directly to consumers as its primary
function. A retail food establishment
may manufacture/process, pack, or
hold food if the establishment’s pri-
mary function is to sell from that es-
tablishment food, including food that
it manufactures/processes, packs, or
holds, directly to consumers. A retail
food establishment’s primary function
is to sell food directly to consumers if
the annual monetary value of sales of
food products directly to consumers ex-
ceeds the annual monetary value of
sales of food products to all other buy-
ers. The term ‘“‘consumers’’ does not in-
clude businesses. A ‘‘retail food estab-
lishment” includes grocery stores, con-
venience stores, and vending machine
locations.

(12) Trade name means the name or
names under which the facility con-
ducts business, or additional names by
which the facility is known. A trade
name is associated with a facility, and
a brand name is associated with a prod-
uct.

(13) U.S. agent means a person (as de-
fined in section 201(e) of the act (21
U.S.C. 321(e))) residing or maintaining
a place of business in the United States
whom a foreign facility designates as
its agent for purposes of this subpart. A
U.S. agent cannot be in the form of a
mailbox, answering machine or service,
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or other place where an individual act-
ing as the foreign facility’s agent is not
physically present.

(i) The U.S. agent acts as a commu-
nications link between FDA and the
foreign facility for both emergency and
routine communications. The U.S.
agent will be the person FDA contacts
when an emergency occurs, unless the
registration specifies under §1.233(e)
another emergency contact.

(ii) FDA will treat representations by
the U.S. agent as those of the foreign
facility, and will consider information
or documents provided to the U.S.
agent the equivalent of providing the
information or documents to the for-
eign facility.

(iii) Having a single U.S. agent for
the purposes of this subpart does not
preclude facilities from having mul-
tiple agents (such as foreign suppliers)
for other business purposes. A firm’s
commercial business in the United
States need not be conducted through
the U.S. agent designated for purposes
of this subpart.

(14) You or registrant means the
owner, operator, or agent in charge of
a facility that manufactures/processes,
packs, or holds food for consumption in
the United States.

PROCEDURES FOR REGISTRATION OF FOOD
FACILITIES

§1.230 When must you register?

The owner, operator, or agent in
charge of a facility that manufactures/
processes, packs or holds food for con-
sumption in the United States must
register the facility no later than De-
cember 12, 2003. The owner, operator, or
agent in charge of a facility that be-
gins to manufacture/process, pack, or
hold food for consumption in the
United States on or after December 12,
2003, must register before the facility
begins such activities. An owner, oper-
ator, or agent in charge of a facility
may authorize an individual to register
the facility on its behalf.

§1.231 How and where do you reg-
ister?

(a) Electronic registration. (1) To reg-
ister electronically, you must register
at http://www.fda.gov/furls, which is
available for registration 24 hours a



